The Study Within A Trial (SWAT) programme exists to 'embed research within research, so as to resolve uncertainties about the different ways of designing, conducting, analysing and interpreting evaluations of health and social care' (1).
Introduction
Randomised controlled trials (RCTs) are commonly viewed as the 'gold standard' design for producing high quality evidence in medicine. However, recruiting participants to a trial or study can be a difficult process, and a high percentage fail to reach the recruitment target necessary for an adequately powered study (2, 3) . This can result in uninterpretable/ambiguous findings or early closure of the trial (4) and create ethical issues.
One cause of under-recruitment may be lack of recruitment activity by clinicians. For example, in a large primary care cohort study of cough and respiratory tract infection in children (5) the authors reported that of the 247 practices that signed up to the trial, However, the authors concluded that the interventions were tested mainly in low quality studies and no firm recommendations from the review could be made. They charge of recruitment at the site eg. GP, nurse, consultant, who is affiliated with the central trial team running the study, but not a key research member of their team. We envisage that this SWAT protocol can be incorporated into trials in which some sites fail to commence recruitment, and the results can be pooled in a meta-analysis.
Theory
In Social Psychology, 'conformity' is the term used to describe the process in which a person alters their behaviour based on the influence of other people. One common reason for conforming is that we wished to be liked and accepted by others. This may lead us to change our behaviour to fit with theirs, or to match their positive expectations of us. We do what others do or ask of us so that we do not attract attention and to avoid getting into trouble. This is known as Normative Social Influence and is incorporated into Social Identity Theory [SIT: (9, 10) ]. SIT describes how people identify themselves and respond to other. The theory suggests that:
1.
People allocate themselves to groups they belong to (in groups) and groups they don't belong (out groups). For example, groups based on class, occupation, political orientation and hobbies.
2. People gain their identity and self-esteem from these groups.
3.
People are more likely to conform to in groups (same group) than out groups (different group).
The third point indicates that people are more likely to conform, that is, alter their behaviour, when asked to do so by people they identify with, from the same group as themselves. The implication for this SWAT is that recruiting clinicians are more likely to conform to encouragement to commence recruitment from fellow clinicians (peers) with whom they identify (in group) than they are to requests from non-clinical researchers (out group). Therefore a visit from a clinical peer may be more effective at changing the clinician's recruitment activity than a visit from a non-clinical member of the research team.
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Design

Intervention and Comparator
The intervention will be a face-to-face site visit and meeting by a clinical peer to sites that fail to recruit a participant within a specified time frame following site initiation.
The choice of clinical peer will be study specific and reflective of the person to be 
Allocation to Intervention and Comparator
Recruiting sites who fail to recruit a participant within a pre-agreed time period after initiation would be randomly allocated to intervention or control via simple randomization. The main trial statistician should perform the allocation using any valid simple randomisation method. The pre-agreed time frame will vary depending on the nature of the condition under investigation, with some conditions being very common and others rarer. As an example, in GP practices recruiting to a respiratory tract infections study, Redmond et al (2015) have recommended addressing practices that fail to recruit within the first two weeks following initiation.
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Primary Outcomes
The primary outcome measure will be the number of days to first recruit following the site visit.
Secondary Outcomes
The secondary outcome measure will be the total number of participants recruited at the end of the study.
Analysis
The primary outcome would be compared between groups (those receiving a visit from a clinical peer or a non-clinical member of the research team) using survival analysis. The unit of analysis is site. Hazard ratios with associated 95% confidence intervals would summarise the results. Descriptive statistics will compare the total number of recruits between trial arms.
Possible Problems
Studies would need to be large enough to have sufficient sites to randomize nonrecruiting sites to two arms. This may be more feasible in large primary care studies than in secondary care studies with fewer sites. However, whilst small studies may not be able to definitively demonstrate effectiveness, they could contribute to a metaanalysis, which demonstrates the importance of using a standard protocol such as this
